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Guidance for Pre-clinical Testing of Assisted Reproduction Catheters
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B S € 3 A ? B B4 A BF By i 4 598 (Regulation number) 2 # &% (Identification)
3% 1 L.6110 4 5% 2 5 £ ¥ (Assisted reproduction catheters)
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g4t 2 2 (Product description and specification)
8 SRR 0 4o %51 # (Guide catheter) ~ 4 18 ¢ (Transfer catheter) ~ [f148. 4% #f (Conical fitting) -
FE#4p 7 #r3&(Distance indication marker) ~ i% ] % 4 (Distal tip) ~ /3" (Side holes) % -
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. & (Length) ~ #} j%(Outside diameter) °
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4. 403 His 22 REP > 4o 2 ¥ (Cannula) ~ %51 % (Introducer) ~ # % % (Dilator) ~ £ % (Sheath) -

4 4-(Stylet) ~

Z_i* 3 & (Stopper) & -

% 22 # 5 38% 7 4 (Safety and performance data)

# 8

'*i ‘}‘Z"/E\‘% f‘r/E‘,@k

%330

LA i3 i f
(Biocompatibility
Evaluation)

(1) fme 3 ']“}_(Cytotoxmty)

(2) A7 (Sensitization)

(3) flmcee £ p f1 et (Irritation / Intracutaneous reactivity)
(4) # F 3% # /& (Material mediated pyrogen)

(5) & 1= 2(Acute systemic toxicity)
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- ISO 10993-1: 2018 V
- ISO 10993-5: 2009 @
- ISO 10993-10: 2021 @
- 1SO 10993-11: 2021 @
- ISO 10993-12: 2021 ©®
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(Sterilization Validation)

(1) Muit 7 & & 8l A2sx > (Sterilization protocol
validation) » #& ;= F R 42+ & 3|SAL (Sterility
assurance level) ] > 1002 »c % -
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- ISO 17665-1: 2024 ©

- ISO 11135: 2014/Amd 1:
2018 @

- ISO 11137-1: 2006/Amd 2:
2018 ®

- ISO 11137-2: 2013/Amd 1:
2022

- 1SO 11137-3:2017 10
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(Endotoxin test)
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- 1SO 10993-11: 2017 @

- ANSI/ AAMI ST72:2011/(R
2016) 1D
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(Performance test)

(1) *tE(Appearance) » ¢ &% HHEA o
(2) ® ~f (Dimensional) 2 = £ (Tolerance): ¥ ¢ £ &
(Length) ~ #} jZ (Outside diameter) °
(3) BE#dy 7 R3& = ¥ (Distance indication marker location)
(4) F1484: 58 (Conical Fitting) 2 /2 & B 4p % 1478 /% EISO
80369-7:2021 -
(5) i~ & (Flow rate) °
(6) % &35 (Freedom from leakage and damage) °
(7) #Lhi 4.ip) #(Corrosion resistance) °
(8) # #*1£ 5 (Mechanical properties)
i. 1 3 & (Tensile strength) -
ii. % ¥ 4% & % /& (Catheter bond strength)
(9) % k& = B 143 5% (Coating integrity)
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ii. 7 f£rzae 2 Fa 2P 3# (Claim validation test): 4o/ if
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(10) B %23 % (Mouse Embryo Assay) °
() FfFr e flpErHF 0 BT REAEHF 3
7% 3% 5% (Human Sperm Survival Assay) °
(12) # 2 ﬁi? FRRTAPGRERY IF > BYRGEFALS

A w3 4R iR (Echogenicity Test) ©

- JIS T 3245:20110?

- ISO 10555-1: 2023 13

- FDA Guidance (2021) %
- WHO Manual (2021) 19




5.% Thirs Rl BF R R beiE R LR 2R o - ASTM F1980-16 (2021) 19
(Shelf-life test)
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